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DETAILED ACTION 
Status of the Claims 

1 . The Office acknowledges receipt of Applicants Response; dated 7 April 2003, 
paper number 7. 

2. Applicant has amended claim 73. Applicant has withdrawn claim 1 . Claims 1 and 
73-77 are pending. Claims 73-77 are examined in this Office Action. 

3. This action is made FINAL necessitated by Applicant's amendment. 

4. All rejections not addressed below have been withdrawn. 

5. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

6. The Office acknowledges receipt and entry of Applicant's Terminal Disclaimer 
with respect to US 5,612,487 and US 6,034,298. 

Specification 



7. The Office has notified Applicant on 23 April 2001 that a substitute specification 
in compliance with 37 CFR 1.52 is required because the papers contain improper 
margins. It is further noted that to date no substitute specification has been received by 



the Office. 



A substitute specification filed under 37 CFR 1.125(a) must only contain subject 
matter from the original specification and any previously entered amendment under 37 
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CFR 1 .121 . If the substitute specification contains additional subject matter not of 
record, the substitute specification must be filed under 37 CFR 1 . 1 25(b) and must be 
accompanied by: 1) a statement that the substitute specification contains no new 
matter; and 2) a marked-up copy showing the amendments to be made via the 
substitute specification relative to the specification at the time the substitute 
specification is filed. 

Accordingly, Applicant is required to submit a substitute specification. 



Claim Rejections - 35 USC § 112-second 



8. Claims 76-77 remain rejected under 35 U.S.C. 1 12-2 nd , for reasons of record. 

In Claims 76 and 77, "derived from" is unclear, because it is unclear what is 
retained in the derived product. 

Applicant traverses, statinn primarily that claims 76 and 77 specifically 
claim the particular virus the immunogen is being derived from, and that one of ordinary 
skill in the art would understand the term "derived from" to mean an immunogen being 
derived from a particular virus whereby the virus possesses an antigen capable of 
eliciting an immune response and thereby the derived product retains the antigen, as 
taught by the specification. 
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Applicant's traversal has been considered and is unpersuasive because 
the claim needs to specify what of the starting material is retained in the product and 
what is left behind. Otherwise the metes and bounds of the claims are not defined. 
Applicant is using the term in question, "derived", in the definition of "derived", which is 
circular reasoning, and does not further clarify. It is suggested that "derived" be deleted. 



Claim Rejections - 35 USC § 102 

9. Claims 73-76 remain rejected under 35 U.S.C. 102b as being anticipated by 
Goodman, US 4,956,282. 

Applicant t raverses, stating primarily that Goodman does not anticipate because 
it does not teach (i) a transgenic plant expressing a recombinant viral antigen protein 
part. 

Applicant's traversal has been considered and is unpersuasive because 
Goodman teaches the structural gene may be any mammalian gene of interest, which 
includes mammalian viral pathogen genes (column 3, lines 11-12). Goodman further 
teaches that antigens associated with viral pathogens, including the core and envelope 
proteins of leukemia and lyphotropic retroviruses, such as HTLA-I, -II, AND -III, feline 
leukemia virus, surface antigens of herpes simplex virus, hepatitis B virus, adenovirus " 
(column 3, lines 31-36). 
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Applicant traverses, stating primarily that Goodman does not anticipate because 
it does not teach (i) a transgenic plant expressing a recombinant viral antigen protein, 
(ii) whereby this protein is antigenic to a human or animal following administration of this 
protein either in an isolated purified form or as an ingestible transgenic plant or plant 
part. 

Applicant's traversal has been considered and is unoersuasive because 
Goodman teaches that plants or plants may be harvested, and the desired product 
isolated for use (col 5, line 40-44), and that in some instances it is neither necessary or 
desirable to extract and isolate the protein product from the plant. Where the product 
can have a physiological effect on ingestion, it may be sufficient that the product be 
retained with the plant. This will be true where the plant part is edible, (col 5, lines 51- 
56), (emphasis added). 

Applicant t raverses, stating primarily t hat Goodman provides general disclosures 
means of expressing mammalian peptides in plant cells to achieve high yields, which 
may be harvested. The cited reference does not teach a specific means for expressing 
an immunogen derived from a viral protein in a plant. 

Applicant's traversal has been considered and is unoersuasive because 
Applicant is arguing limitations not present in the claims. No specific means for 
expressing are set forth in the claims. 
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Applicant traverses, stating primarily that Goodman does not teach the use of the 
proteins as a vaccine to the viruses. 

Applicant's traversal has been considered and is unoersuasive because 
Applicant's arguments are not commensurate in scope with the claims. None of the 
claims recite proteins used as vaccine(s). 



Remarks 

10. No claim is allowed. 

1 1 . Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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12 Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Georgia L. Helmer whose telephone number is 703-308- 
7023 The examiner can normally be reached on 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner s 
supervisor, Amy Nelson can be reached on 703-306-3218. The fax phone 'Habere «? r 
the organization where this application or proceeding is assigned are 703-308-4242 tor 
regular communications and 703-308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to Customer Service, whose telephone number is 703- 
308-0196. 



Georgia Helmer PhD 
Patent ExaminrfH n 
Art Group 163jBM \( 
June 27,2003 u \\ 
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